Risk assessment of contact allergens.
Quantitative risk assessment has been used successfully for a number of human health hazards associated with product use. Dermal contact allergy or sensitization is a relatively late addition to the list. This article outlines the concepts and operational elements of product safety risk assessment of contact allergens. The basic risk assessment paradigm is presented along with various dermal dose metrics in the context of their application in describing the dose response or risk of allergic response per unit dose of a product. This analysis of toxic effect is then combined with an assessment of exposure in the real world to estimate the risk of elicitation of active skin disease. Human health risk assessment in general and as it is applied to contact allergy in particular is an emerging science. As with any real science, it allows for the formulation and testing of hypotheses that elucidate a model or description of reality. The model, in turn, allows for predictions that, in this case, are the risk assessments. Of course, the elements of this model and its predictions are also then testable in successive rounds of hypothesis formation and investigation. The entire system runs on data, and a lack of data with a concomitant abundance of scientific uncertainty limits the utility and ultimately the credibility of the process. Uncertainty from variability and lack of knowledge notwithstanding, the risk assessment paradigm and its scientific construct are valuable in gauging and ultimately controlling the risk of contact allergy from products.